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Document ID: SOP-MDR-001 | 21 CFR Part 803 ComplianceReportable events must be evaluated within 5 business days of awareness.MDR Form FDA 3500A submitted within 30 days for reportable events.5-day reports required for events necessitating remedial action to prevent harm.Complaint handling integrated with CAPA system per 21 CFR 820.198.Trend analysis performed quarterly on all device complaint data.


